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IN THE UNITED STATES PATENT AND TEIADEMARK OFFICE 
In re the Application of 

Geena MALHORTA et al Gdnfimiatipn: 5437 

Serial No.: 10/562,218 Group Alt Uiiit: 3771 

Piled: April 25, 2006 Exanainer: DOUGLAS, 

STEVENO. 

For: PHARMACEUTICAL DLSFENSIWG All) 

REQUEST FOR RECONSIDER/Vi ION 

Commissioner for Patents 
P.O. Box 1430 

Alexandria, Viiginia 22313-1450 
Deaf Sir: 

Reconsideration of the rejections set forth in the Office Action of April 23, 2009, are 
respeetftilly requested. Of even date herewith is filed a petition for extension of time, 
together with the appropriate government fee. 

Claims 1 , 2 and 11-17, stand rejected under 3 5 U.S.C. 1 03 (a) as being unpatentable 
over Jordan (GB 2195544). The Office Action concedes Ihuii the Jordan reference "fails to 
disclose the plastic material as being at least partially or entirely polycarbonate"'. 

Not only does the reference fail to teach that the plastic material is paitially or totally 
polycarbonate, the Examiner also overlooks the additionally limitations of claim I tliat the 
polycarbonate "does not having any coating on the interior surface thereof. 

In addition, independent claim 14 includes the further limitation in a method of using 

polycarbonate in a canister of a metered dose inlialer, the step of "reducing or preventing the 

adhesion of the formulation to the interior surface of the canister". 
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Independent claim 15 has a similar recitation which also is not addressed by the 
deficiency of Jordan but omitted by the Examiner during the statement of tlie Jordan 

teachings. 

Although the Exiuniner cites In re Leshiri 125 IJSPQ ^116, for the proposition that it 
"has been held to be within the general skill of a worker in the art to select a known material 
on the basis of its suitability for the intended use as a matter of obvious design choice" here 
there is no teaching in Jordan, the general knowledge of those skilled in the ait, or any other 
cited reference, that shows a polycarbonate, especially one devoid of any interior coating, 
which reduces or prevents the adhesion of the formulation lo the interior siuface of a canister 
of a metered dose mhaler (MDT) and therefore tliere is no teacliing for any of independent 
claims 1, 14 or 15 of tlie claimed property possessed by the polycm-bonate, but apparently 
only within flie knowledge of the inventors of the present application. 

With regard to the rejection of claim 13, applicants respectfully dispute the 
Examiner's ''Official Notice'* as set forth in the rejection. Applicants are not merely 
claiming "injection molding and injection blow molding" but are specific to injection 
molding or injection blow molding a polycai'bonate canister, " placing a pharmaceutical 
formulation m the canister, then securing a metering valve to the polycarbonate canister". 
The Examiner has not even addressed these steps in tlie "Official Notice" section of the 
Office Action aiid flierefore aftplicto^ the Examiners "OfScial Notice" 

comments. 

Furthermore, with regard to the Examiner's commenLs regarding claims 14 and 15, 
the method as claimed is not "inherent" because to be "inlierenf the device must inevitably 
perfonn as recited, i.e., there must be identity between the metliod as claimed and the prior 
art. Because the Examiner has not found identity (note tlie 35 U.S.C. 103 (a) rejection) the 
Examiner has conceded that claims 14 and 15 are novel and hence not "inlierently" 
anticipated by the claimed invention. Now the Examiner has tlie burden of proving 
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obviousness, which under the KSR case and its progeny, the Examiner must act as a fact 
finder to show that formulation adhering to the canister interior is reduced or prevented by 
Llie claimed method. The Examiner has not even attempted to act as a fact finder for tiiese 
teachings and thus, has failed to establish a prima facie case of ob\'iousness for the claimed 
invention, 

No other prior art discloses the use of polycarbonate m canisters for metered dose 
inlialers (MDI) to prevent adherence of the formulation to the irtterior walls of the canister. 
The Examiner has cited ho teaching of any type whatsoever of anti-adherent properties for 
MDI's and especially none for polycarbonate materials. For all the foregoing reasons 
applicants respeetfuliy submit that the Examiner has not established a prima facie case of 
obviousness as to claims 1, 2 and 11-17, under 35 U.S.C, 103 (&) and \dlhdrawal of the 
rejection is therefore respeet&lly requested. 

Reconsideration of the rejection of claim 6 under 35 U.S.C. 103 (a) as being 
unpatentable over Jordan, (discussed above) in view of Morris Jr. (U.S. Patent 4,1 05,142) is 
requested. 

The deficiencies of Jordan have been addressed above. 

Claim 6, dependent on independent claim 1, adds the additional limitations that "the 
canisters is provided with markings indicative of the number of doses the fomiulation 

remaining in tlie canister (emphasis added)". 

The Examiner concedes that "the Jordan reference discloses a phaimaceutical 
dispenser, but fails to disclose markings indicative of the ainount remaining in the caiiister 
(emphasis added)". While it is said tliat the Morris Jr. reference discloses another dispenser 
having markings 42 indicative of the amount of substance remaining in the dispensing 
container, such is not found widiin the teaching of Morris jr. reference. Morris Jr., at column 
3, lines 55-56, only states tliat "graduated maiidngs 42" are found on dispensing container 
12. However, if one reads the disclosure contahier 12 isneitlier anMDI nor are the marldngs 
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indicative of doses left in container 12. If tile Exaiiamer would read ttie Morris Jx. disclosure 
in CGntext, it will be seen that diispensing cpntEiitter 12 is filkdiroin holder 10 in order to 
measure out the dosage to be delivered . See column 4, lines 27-30, which states "in this 
position substance 11 will flow by the force of gravity from the holder 1 0 through the hollow 
adapter 20 into the dispensing container 12, The operator may obsen'e the accumulation of 
substance 1 1 within the container 12 imtil the desired amount of sitbstance has been jgathef ed 
therein as shown by the graduated markings 42 (emphasis added)". There is absoMely no 
teaching in the Morris Jr. disciostire of the limitation "to mdicate the amount of substance 
remaining in the dispensing container" as specifically recited in claim 6. Accordingly, 
Monds Jr. also fails to supplement the Jordan reference in establishing a prima facie ease of 
obviousness for the daimed inveaitiQn. Wtthdrawal of the r^ectton are therefore respectfbliy 
requested. 

Reconsideration and witiidrawal of the rejeq^^^^ 
1 03 (a) as being impatentable over Jordan (discussed above) in view of Dickinson et al (U ,S . 
Patent 6,737,044) is respectfully requested. Again it is admitted that the Jordan reference 
"fails to disclose the formulation of the phannaceutical being one of salbutamoL ipratropium 
andbudesonide.andapropellaiit". AlthougliDicldiisoiiet alls alleged to disclose "another 
pharmaGentiGal dispenser including a formulation of tlie phanftaceutical being one of 
salbutamol, iprati-opium and budesonide/and a propellant" the Examiner has provided no 
reason why one having ordinary skill in art at the time the invention was made would 
substitute the pharmaceutical formulation of Dickinson et al. for the formulation of Jordan 
because, in the claimed invention, it is required that the canister be formed of a 
polycarbonate wiliiout any interior coating, and the reason why polycarbanate is utilized with 
this phaiiBaceutieal formulation is to reduce or eliminate adhesion of the formulation to the 
interior walls of the piolycarbonate canister. Dickinson does not teach any of such limitations 
and therefore it would riot have been obvious to make the propos 
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the Oflce Action and, even if the eombihation was made, it still would not result in the 
claimed invention. For all the foregoing reasons wididrawal of ail r?yectiQns and passa^^ of 
the applicatioh to issue are respectfully requested. 

The Director is hereby authorized to charge any deficiency in tlie fees filed, 
asserted to be filed or which should have been filed herewith (or with any paper hereafter 
filed in this appca^ion l^ llus fin^^ to our Deposit Account No. 14-1437, under Order No, 
8693.014tJSOOOO, 

Respectfully subraittedi 



Date: October 23, 2009 



Thomas P. Pavelko 
Registration No. 31 ,689 
NO¥AK DRUCE & QUIGG LLP 
1300 Eye Street, NW 
1000 West Tower 
Washington, DC 20005 
leiephone: (202) 659-0100 
Facsimile: (2D2) 659-0105 
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